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ABSTRACT
This essay evaluates the current legal doctrine of informed consent and its ability to promote the rights of self-determination and autonomous choice. At the time that the doctrine was developed, American courts determined that the doctrine need not incorporate a requirement that a patient understand disclosed information, a determination largely based on the assumption that the vast majority of patients would be able to understand a reasonable disclosure. By analyzing the current body of research regarding patient health literacy, this paper seeks to establish that, contrary to the doctrine’s presumption of understanding, only a small minority of patients are capable of understanding and utilizing disclosed medical information in a way that allows them to make truly autonomous decisions. Furthermore, this paper will show that, in addition to failing to promote self-determination, the doctrine’s failure to require reasonable patient understanding results in tangible harm to the many patients who have limited health literacy, thus resulting in an unjust medical system that disadvantages a large group of patients, many of whom are already vulnerable to poor health outcomes due to other systemic and environmental influences. Recognizing these failures, this paper proposes that patient self-determination should be viewed as an individual behavior that is best promoted by a public health intervention that recognizes the complicated web of influences, of which informed consent law is but one, that effect a patient’s ability to understand medical information and make truly autonomous medical decisions. This paper will use the ecological model to identify these influences and suggest policy changes, including a revision of the legal doctrine of informed consent, that are most likely to promote patient autonomous choice in light of the complex web of influences that currently hinder patient autonomous choice.
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The legal doctrine of informed consent is based upon a respect for self-determination and autonomy that is fundamental to American jurisprudence. To that effect, the doctrine imposes upon physicians a duty to disclose relevant information about the proposed treatment for which the physician is seeking the patient’s consent, which is assumed to adequately protect the right of the patient to make an autonomous choice. At the time that the duty to disclose was developed, American courts determined that the duty to disclose need not incorporate a requirement that a patient understand the disclosure, and this choice seems largely to be based on the assumption that the vast majority of patient’s would be able to understand a reasonable disclosure if the physician only spoke in non-technical terms. The merit, effect, and need for modification of this assumption will be the focus of the paper. 
2.0 	A Historical overview of consent to medical treatment
Medical practitioners have long practiced under professional codes of ethics, such as the well-known Hippocratic Oath.  Under the Hippocratic Oath, a new practitioner of the medical arts in ancient Greece would have sworn to the Gods to uphold a number of medical professional standards. One of these, the origin of what is commonly known today as a physician’s duty to “do not harm” required a practitioner to “apply dietetic measures for the benefit of the sick according to my ability and judgment, and keep them from harm and injustice.”​[1]​ In order to uphold this duty, physicians were encouraged by many ancient medical texts to actively withhold information from their patients in order to prevent the “harm” that would come to patients should they know the direness of their prognosis, or the painful disease process that awaited them. ​[2]​ 
This view of information as more harmful than beneficial to patients endured even into the modern era of medicine. Under this belief, practitioners of medicine abided by a professional standard of “benevolent lying,” which allowed physicians to determine what to share with a patient, if anything.​[3]​ At the beginning of the 20th century, this paternalistic nature of the doctor-patient relationship started to change when courts began to recognize the right of the patient to refuse medical treatment, and the duty of the physician to obtain a patient’s consent before operated upon him.​[4]​  One of these initial cases was Mohr v. Williams in 1905. In that case, a patient consented to surgery on her right ear, but the physician ultimately determined that the left ear needed surgery and proceeded to operate.​[5]​ The court found that the patient’s consent was required not just for the surgery, but for the particular surgery that was actually performed.​[6]​ The court based this holding on the fact that it was, yes, a different ear, but also that there were different dangers and risks involved in the surgery that was actually performed.​[7]​ Under Mohr, a physician must disclose the dangers and risks of the operation to the patient in order to avoid a charge of medical batter. ​[8]​ This construction of a valid consent was later adopted in several cases that followed Mohr.  
While these early cases focused on the tort of battery and “the free citizen’s right…to himself” i.e., to be free from unauthorized intrusions of his or her bodily integrity, it was not until Schloendorff v. New York Hospital in 1914 that a court expressly based a consent requirement in a patient’s right to autonomy and self-determination, therefore incorporating the ethical and philosophical doctrines into the basis of consent law.​[9]​ In the Schloendorff case, a patient consented to an abdominal examination under anesthesia, though specifically told her physician that she did not want any surgical procedure performed.​[10]​ Despite this instruction, the physician went ahead and removed a tumor while the patient was sedated.​[11]​  Based on the court’s finding that “every human being of adult years and sound mind has a right to determine what shall be done with his own body,” the court held that “a surgeon who performs an operation without his patient’s consent commits an assault, for which he is liable in damages…except in emergencies when consent cannot be obtained.” ​[12]​ In the medical battery cases that followed Schloendorff, courts adopted the self-determination rationale of the consent requirement expressed in Schloendorff.  
3.0 	tHE eVOLUTION OF The legal doctrine of informed consent
Despite the importance of Schloendorff, it was not until the late 1950s that the idea of informed consent became part of the legal lexicon. The first use of the phrase “informed consent” was in the legal opinion of Salgo v. Leland Stanford Jr. University Board of Trustees in 1957. In that case, the plaintiff, who became paraplegic following a procedure for a circulatory problem, alleged a tort of medical battery claiming that his physician did not properly disclose essential information concerning risks prior to his consent to the treatment.​[13]​ The court’s opinion “evoked a dramatic new development: the evolution of the traditional duty to obtain consent into a new, explicit duty to disclose certain forms of information and then to obtain consent.”​[14]​ Instead of focusing on whether consent for the procedure had been obtained, as courts had done for the forty years following the Schloendorff opinion, the Salgo court utilized the rationale of the Schloendorff court, the idea of patient self-determination, to justify an informed consent requirement that required a physician to disclose “any facts which are necessary to form the basis of an intelligent consent by the patient to proposed treatment.”​[15]​ 
 In finding this new requirement, the Salgo court cites to Schloendorff and its progeny, despite the fact that the consent requirements in that case include only the risks and benefits required by the Mohr court back in 1905.​[16]​ Therefore, Salgo has been said to have “clearly introduced new elements into the law.” ​[17]​ The conventional wisdom behind this sudden and somewhat unexpected expansion in the requirements of medical consent law is that the rise of an expanded concept of self-determination within the medical world mirrored the larger rise of self-determination, individual liberties, and social equality within the greater society. ​[18]​  The larger rights movement as advanced by the civil rights, women rights, consumer rights, and public concern for research subjects and mental health patients is thought to have propelled the expansion of the concept of consent to more fully mirror the expanding view of what exactly self-determination required.​[19]​ No longer was the consent requirement seen as a mechanism that served merely to avoid unwanted intrusion of one’s body by accepting or denying proposed treatments for a physician. Instead, the idea of informed consent served as a mechanism that forced physicians to respect a patient’s capacity to make their own medical decisions, a capacity which the Salgo court’s decision assumed was a reality, and which they assumed would promote the autonomy and individualism of patients. 
Though the Salgo court used the phrase “intelligent consent,” the standard established in Salgo does not require patient understanding of the mandated disclosure. “Intelligent consent,” under the court’s standard merely means that the patient has been exposed to certain information by the physician, the scope of which the Salgo court left mostly a considerable amount of room for physician discretion in the scope of the patient.​[20]​ For instance, the court noted that in some cases, full disclosure of the risks of a proposed treatment may be harmful to patients who are “apprehensive” and “may as a result refuse to undertake surgery in which there is in fact minimal risk,” or who, because of the disclosure, might be at increased risk of harm “by reason of the physiological results of the apprehension itself.”​[21]​  In light of these concerns for the patient’s well-being, the court made clear that in deciding the scope of informed consent, the physician could consider the patient’s mental and emotional condition in determining not only what to share, but whether to share it.  This exception to the general duty to disclose articulated in Salgo has come to be known as the “therapeutic exception.” ​[22]​ 
After Salgo, the court’s holding spread through the judicial system and the doctrine in its modern form was more or less constructed within just a few years following Salgo. The most important modification of the doctrine within that time occurred in the case of Natanson v. Kline, a negligence case, in which the Kansas Supreme Court adopted Salgo’s standard of disclosure, but further expanded the scope of the duty to disclose by more fully explicating upon the topics that a physician’s disclosure should encompass.​[23]​ The court specifically outlined four parts to the duty to disclose, which obligated a physician to:  “disclose and explain to the patient the nature of the ailment, the nature of the proposed treatment, the probability of success or of alternatives, and the risks of unfortunate results and unforeseen conditions within the body.” ​[24]​ The Natanson court also did not address the issue of the patient’s understanding of the disclosure, though it noted that the disclosure must be given “in language as simple as necessary.” ​[25]​ Due to the high degree of discretion given to physicians by the standard articulated in Salgo and Natanson, the duty to disclose as articulated in Salgo and Natanson has come to be known as the physician-based standard. This standard is one of the two standards by which contemporary courts assess a physician’s duty to disclose. 
The second standard used to assess the duty to disclose, which has come to be known as the patient-based standard, was famously articulated in the 1970’s landmark case Canterbury v. Spence.  In the Canterbury case, a nineteen year-old boy underwent surgery for severe back pain and experienced complications that resulted in paralysis.​[26]​ In his malpractice action against the surgeon, the patient asserted that the physician failed to warn him of any risk of paralysis from the procedure, and therefore failed to fully disclose the risks necessary to allow him to make an informed consent.​[27]​ As the Canterbury court did not have precedent of its own that spoke directly to the duty to disclose, the court analyzed the origins and rationale behind the physician’s duty to disclose in order to construct its own standard.​[28]​ 
Upon evaluating the physician-based standard for the duty to disclose, the Canterbury court was unconvinced that the duty to disclose must be “germinated or limited by medical practice.”​[29]​  In particular, the court was unwilling to base a standard for disclosure on the judgment of a profession whose customary practice, historically, was not to disclose information to patients. ​[30]​  As the physician-based standard would “arrogate the decision on revelation to the physician alone,” the Canterbury court felt that that standard was inconsistent with the self-determination rationale behind informed consent.​[31]​ Ultimately, the court held that the best way to facilitate the patient’s right of self-determination was to adopt a standard “set by law for physicians rather than one which physicians may or may not impose upon themselves.”​[32]​   
To that effect, the court held that a patient’s right of self-determination should “shape the boundaries of the duty to disclose” as self-determination cannot be exercised unless “the patient possesses enough information to enable an intelligent choice.”​[33]​ Therefore, the court held that the duty to disclose requires a physician to inform a patient of the risks, benefits, and alternatives that the average reasonable patient would consider to be material in making a treatment decision. ​[34]​ The scope of this disclosure as adopted by the Canterbury court includes all information that is material to the patient’s decision, where information is material when “a reasonable person, in what the physician knows or should know to be the patient’s position…with the patient’s informational needs…would be likely to attach significance to the risk or cluster of risks in deciding whether or not to forego the proposed therapy.” ​[35]​ These “informational needs” referred to in the Canterbury case refer to information regarding the proposed treatment, not the patient’s ability to understand disclosed information. Specifically, the court outlined three types of necessary information that must be disclosed including: information on the inherent and potential hazards of the proposed treatment including information on the incidence of injury and the degree of the harm threatened, the alternatives to the treatment, and the results likely if the patient remains untreated.​[36]​ While the court maintained the therapeutic privilege established in Salgo, they severely curtailed its use by permitting it only where the “patient’s reaction to risk information, as reasonably foreseen by the physician, is menacing.”​[37]​ Additionally, the court specifically forbids use of the therapeutic privilege in order to “prompt the patient to forego therapy the physician feels the patient really needs.”​[38]​


4.0 	THE PRESUMPTION OF UNDERSTANDING
Regardless of whether the patient- or physician-based standard applies, the current doctrine of informed consent merely requires the disclosure of information to a patient, with no requirement to assure the patient’s understanding of that information. While the Canterbury court seems to consider patient understanding where they say that the patient’s informational needs must be considered, the court explicitly state that the patient-based standard does not require a physician to assure understanding and so just as “intelligent consent” in Salgo meant consent after exposure to information, “informational needs” in Canterbury means what information the patient, with his or her treatment options, needs. ​[39]​ Therefore, both standards rely on the premise that mere exposure to information will permit a patient the “opportunity to evaluate knowledgably the options available and the risks attendant upon each” which will lead to an exercise of self-determination, i.e., autonomous choice in deciding the patient’s treatment. ​[40]​ 
However, if one is given information, regardless of the reasonableness of that disclosure, and one does not understand the information and how to use it, how can it be maintained that the information given permits the patient to “evaluate knowledgably” his or her option, or promotes the patient’s right to self-determination? After all, courts recognize that “the average patient has little or no understanding of the medical arts.” ​[41]​ The answer to this question seems to be that a fundamental assumption on which the current legal doctrine of informed consent is based is that, so long as a disclosure is reasonable and free of “technical terms,” the vast majority of patients will understand the disclosure in a way that sufficiently aids them in making autonomous medical decisions.​[42]​   In fact, the Canterbury court comes close to saying as much when, in a footnote, it responds to doubts regarding the ability of patients to understand a reasonable disclosure by stating that “it must be the exceptional patient who cannot comprehend such an explanation [as required by the duty to disclose].” ​[43]​ 
 As a result of the presumption of understanding, the doctrine fails to actually facilitate a patient’s right to self-determination for two reasons. First, as this paper will show, autonomous choice requires adequate understanding and the legal doctrine of informed consent fails to serve its purpose of facilitating a patient’s self-determination if the doctrine’s presumption of understanding is unmerited. Second, since the time that Canterbury was decided, researchers have consistently shown that the health literacy of Americans, or their ability to understand health information in a way that helps them make autonomous treatment choices, is quite low. As a result, the Canterbury court’s assumption that it would be an “exceptional” patient who could not understand the information shared with them by a physician fulfilling his or her duty to disclose has been proven to be false for many Americans. Given that understanding is required for a patient to make an autonomous choice, and that an assumption of understanding is unmerited, the duty to disclose should be reevaluated in order to truly provide patients with a legal right to self-determination.
4.1	tHE NECESSITY OF UNDERSTANDING FOR AUTONOMOUS CHOICE
Ever since Schloendorff, American courts have required physicians to respect a patient’s right to self determination by requiring a physician to obtain some manner of consent from the patient before treatment may begin. In general, court’s preoccupation with protecting a patient’s right to self-determination is based not only on fundamental American ideals, but also on the “general moral requirement of respecting the autonomy of persons.”​[44]​ Under the legal doctrine, autonomy is protected where physicians are required to respect a patient’s right to self-determination by respecting the patient’s choice in medical treatment or non-treatment. Therefore, what the doctrine seeks to ultimately produce is an environment where consent to or refusal of medical treatment results from a patient’s “intelligent” or “knowledgeable” autonomous choice.  What will be explored in this section is what makes a choice autonomous, and how the court’s assumption of understanding, if found to be unmerited, may or may not affect the doctrine’s ability to protect a patient’s right to self-determination through autonomous choice.  
 In order to appreciate the role of understanding in autonomous choice, it is useful to look to texts written on the ethical concept of autonomy on which the legal doctrine is partly based. While there are many theories of autonomy that seek to outline the essential characteristics that make a choice autonomous, these theories generally overlap in terms of requiring two conditions to be present: liberty and agency. ​[45]​ The requirement or liberty makes certain that a choice is “free from controlling influences,” and “voluntary.”​[46]​ The current legal doctrine of informed consent requires health professionals to assure a patient’s liberty by generally allowing patients to make their own medical decisions. While use of the therapeutic exception reduces a patient’s liberty, the ethical requirement of liberty does not require “complete absence of influence,” but only a “substantial degree of freedom from constraint.” ​[47]​ The patient-based standard is most protective of the liberty requirement as courts applying this standard explicitly refuse to allow physicians to use the therapeutic exception to coerce their patients into accepting treatment the physician believes to be best by withholding information. ​[48]​ Jurisdictions that use the patient-based standard engage in heightened scrutiny of a physician’s reliance on the therapeutic exception, which permits the patient to enjoy a substantial, though not complete, degree of freedom from constraint. 
It is not as clear that the physician-based standard assures the patient’s substantial liberty interest. In theory, the physician-based standard protects a patient’s liberty as it restricts the exercise of the therapeutic privilege to instances where information may harm the patient’s emotional and mental health.​[49]​ In practice, the ability of the physician-based standard to assure patient’s liberty likely comes down to the court’s willingness to accept the physician’s judgment that the disclosure would do more harm than good. Therefore, the physician-based standard involves a high level of subjectivity in its application, while also giving a physician broader discretion in the use of the therapeutic privilege. For these reasons, it is important to note that the Canterbury court’s apprehension that under this standard the exception may “devour the disclosure rule itself” is well founded.​[50]​ While this fact serves to further underscore the argument that the current legal doctrine of informed consent fails to assure autonomous choice, I will not continue to focus on the liberty requirement of autonomous choice as it is not within the scope of this paper. 
The agency requirement of autonomous choice requires a patient to have “capacity for intentional action.” ​[51]​ To satisfy this requirement, a patient must be competent to understand and decide, a disclosure of material information and a recommendation of a plan must be made, and the patient must understand the disclosure and recommendation. ​[52]​ It is this agency element of autonomous choice on which the current duty to disclosure focuses, but disclosure is not sufficient for agency as it must be accompanied by the patient’s capacity to understand, as well as actual understanding of the disclosure.  Like the liberty requirement, the understanding required for autonomous decision-making does not have to be full and absolute, only substantial. ​[53]​ Given the complexity of modern medicine, as well as the uncertainty inherent in applying medical generalities to a particular patient’s case,  a requirement of full understanding would likely only result in making sure that no autonomous choices are ever made. Substantial understanding is achieved where the patient understands the nature and consequences of the treatment for which the physician is seeking authorization, i.e. the patient understands the physician’s legally required disclosure.  Therefore, only true understanding of information, as opposed to mere exposure to information, will suffice to make a choice truly autonomous. As understanding is a necessary component of autonomous choice, which cannot be accomplished by mere disclosure of information, by presuming, instead of requiring, adequate patient understanding, the legal doctrine of informed consent fails to assure autonomous choice if that presumption is unfounded. ​[54]​ 
5.0 	HEALTH LITERAcY: mEASURING PATIENT UNDERSTANDING
Health literacy is used among public health and health professionals as a measure of an individual’s ability to understand and use health information to develop and reach his or her own health goals. As such, health literacy is an excellent measure by which to assess whether a presumption of patient understanding is merited. While research into health literacy has been conducted since the middle of the twentieth century, the concept of health literacy remained relatively unknown and unexplored outside academic circles until the early 1990s when the United State Department of Education published its first report on the functional literacy of American adults, the National Adult Literacy Survey.​[55]​ The results of this report uncovered widespread difficulties with reading and writing among American adults.​[56]​ While this study focused solely on functional literacy—the “ability to use printed and written information to function in society, to achieve one’s goals, and to develop one’s knowledge and potential”—the results of the survey spurred health professionals to question their own patients’ abilities to understand and utilize their professional advice and instruction. ​[57]​
Two years after the Department of Education’s survey was conducted, physicians at Emory University published the results of a cross-sectional survey funded by the Robert Woods Johnson Foundation.​[58]​ This study sought to assess the prevalence of health illiteracy among two patient populations at Emory and University of California at Los Angeles hospitals by measuring patients’ ability to successfully complete basic reading and numeracy tasks required to function adequately in a health care setting.​[59]​  In order to measure the health literacy skills of adult patients, the study developed the Test of Functional Health Literacy in Adults (TOFHLA), which assesses the health literacy of an individual by requiring completion of 50 reading comprehension and 17 numerical questions developed using real hospital material with which patients would often come in contact.​[60]​  The results of the Emory survey found that of 2,659 participants, a high proportion of patients were unable to read and understand basic written medical instructions such as comprehending directions for taking medication, scheduling of appointments, and standard informed consent documents.​[61]​ Specifically, 59.5% of English-speaking patients had inadequate or marginal functional health literacy. ​[62]​ The study also found that inadequate health literacy was most prevalent among the elderly and those reporting poor overall health, as the number of patients with inadequate or marginal health literacy rose to 81.3% among patients 70 and above. ​[63]​ These findings led the authors of the study to suggest that further studies should be conducted to determine whether “inadequate health literacy may be an important barrier to patients' understanding of their diagnoses and treatments, and to receiving high-quality care.”​[64]​ 
In reply to the Emory study’s charge for more research, a quick surge in articles published on the topic of health literacy was seen, and the concept saw a ten-fold increase in the number of scholarly publications between 1997 and 2007.​[65]​  As the concept began to attract more research, the breadth of health literacy as a concept began to expand outside the walls of the hospital to include information and decision-making skills occurring in the broader community. For instance, in 1998, the World Health Organization adopted an expanded definition of health literacy that focused beyond the ability to read pamphlets by looking at health literacy as a means to “improve people’s access to health information, and their capacity to use it.”​[66]​ In this capacity, health literacy was seen by the WHO as a critical element of empowerment (read: self-determination) and a vital measure of “cognitive and social skills that determine the motivation and ability of individuals to gain access to and to understand and use information in ways which promote and maintain good health.” ​[67]​  In the United States, health literacy first became an important public health goal with the publication of the Health and Human Service’s decennial report, Healthy People, which establishes the agency’s public health goals for the following decade.​[68]​ In its report Healthy People 2010, the Department of Health and Human Services included improved consumer health literacy as Objective 11-2, and identified health literacy as an important component of health communication, medical product safety, and oral health.​[69]​ 
5.1	      THE PREVELANCE OF LIMITED HEALTH LITERACY
In general, the studies that followed the Emory-UCLA study focused on identifying the prevalence of limited health literacy among other patient populations.  This research consistently established that contrary to the Canterbury court’s assumption that only “extraordinary” patients would fail to understand health information, it is in fact adequate health literacy patients who are “extraordinary.” For example, in a follow-up assessment of the Department of Education’s 1992 literacy survey, the Department published a second survey in 2003 that included a section dedicated solely to adult health literacy.​[70]​ Using a method that required the completion of common health-related tasks, the survey found that only 12% of American adults had “proficient” health literacy, meaning that they possessed skills needed to manage their health and prevent illness. ​[71]​ Additionally, 53% of adults were found to have intermediate health literacy, which allowed them to complete moderately challenging literacy activities such as using a graph to determine a healthy weight range for a person of a specified height. However, 36% of American adults were found to have basic or below basic health literacy, meaning that they could perform only simple or everyday literacy activities such as “locating straightforward pieces of information in short simple texts or documents” or using information from a short pamphlet to answer simple questions. ​[72]​ As these figures are frequently cited in recent articles setting the prevalence of limited health literacy (basic and below basic levels) at 1 in 3, this survey seems to be the only and most recent national estimation of limited health literacy in the United States.​[73]​
While sources of information on the national prevalence of limited health literacy are limited, and perhaps outdated, numerous recent studies have been conducted to estimate the prevalence of limited health literacy in a wide range of health care settings.  For instance, studies have shown that limited health literacy is estimated to affect 15-50% of adults seeking help in emergency departments,​[74]​ 16-21% of veterans seeking primary care visits at the VA, and 44% of hospitalized patients with acute coronary syndromes.​[75]​ Additionally, health literacy has been studied among research subjects in a variety of research settings. In a literature review of existing research in this area published in the Journal of General Internal Medicine in 2012, reviewers found that current studies show that comprehension of informed consent procedures among limited health literacy subjects ranged from 17% among subjects giving consent for Schizophrenia treatment to 45% for subjects giving consent for a cancer study. ​[76]​	
5.1.1	VULNERABLE POPULATIONS
In addition to research into specific health care settings, research has shown that the prevalence of limited health literacy varies among patient populations, and is more prominent among vulnerable and at-risk patient populations that experience poorer health outcomes as compared to the general populations. Given this association, much research has focused on determining the relationship of limited health literacy to poor health outcomes in these populations, which include the elderly, racial and ethnic minorities, those with lower education attainment, and non-native English speakers. ​[77]​ These associations are limited as current studies published on such associations are limited in scope, and therefore cannot be generalized to the general population. However, what have been documented over time are higher levels of limited health literacy among these groups as compared with other patient populations across many geographic locations. 
5.1.2	AGE
In general, levels of limited health literacy are stable among adults ages sixteen to sixty-four with limited health literacy ranging from 34% in adults aged 16-18 and adults aged 50-64, to 28% in adults ages 25-39. However, among elderly adults ages 65 and above, limited health literacy dramatically increases to 59%.​[78]​ Researchers have found that levels of health literacy among elderly adults continue to decline steadily from age 65, resulting in a steep drop-off at age 85.​[79]​  For instance, researchers at Case Western University conducted home interviews with elderly persons who completed the S-TOFHLA—a shortened version of the TOFHLA—in order to measure participants’ health literacy levels. ​[80]​  The researchers found that there was a statistically significant increase in the prevalence of limited health literacy between participants in five age groups encompassing individuals who participated in Medicare programs in Cleveland, Houston, and South Florida.​[81]​  S-TOFHLA scores, which range from 0 to 100, were documented for each of the five age groups and were shown to decline as the age of participants increased.​[82]​ The health literacy of the age groups steadily declined by about 7 points between the 65-69, 70-74, 75-79, and 80-84 age groups, but the last age group, those over 85, saw a dramatic decline  of over 12 points.​[83]​ Even after the researchers adjusted for gender, race, ethnicity, years of school completed, and other physical indicators that can negatively affect cognitive ability, this relationship continued to be statistically significant. ​[84]​
5.1.3	MINORITY STATUS
Racial and ethnic minority status other than Asian and Pacific Islander has also been found to be a risk factor for limited health literacy. As a general matter, racial and ethnic minorities have generally been found to have significantly higher rates of limited health literacy as compared to Caucasian patients.​[85]​  Based on statistics gathered by the National Health Literacy Survey in 2003, no race has an average health literacy score meeting the intermediate health literacy level. ​[86]​ However, the proportion of black, Hispanic, and American Indian/Alaska native adults with limited health literacy is significantly higher at 58% (black), 67% (Hispanic), and 48% (American Indian) as compared to 28% (white). However, it is important to note that racial associations are often complex associations that are the result of a vast web of realities for different racial groups. For instance, studies have found that while black adults are significantly more likely to be health illiterate than white adults, black adults also fare worse in all measures indicating poor access to care including insurance status, socioeconomic status, education attainment, absence of a medical home, and cost as a deterrent to seeking health care.​[87]​ 

5.1.4	Limited English Proficiency
Limited English Proficiency refers to individuals who do not speak English as their primary language and who have limited ability to read, speak, write or understand English. According to the most recent data, in 2010 there were 25.2 million individuals with limited English proficiency living in the United States.​[88]​ This group accounts for only nine percent of the population, but the group also experienced rapid and dramatic growth in the past twenty years; between 1990 and 2010, the LEP population increased by 80%.​[89]​ According to the National Health Literacy Assessment in 2003, those who spoke only Spanish or another non-English language before beginning school had Below Basic health literacy as compared to intermediate health literacy for those who spoke only English or English and another language before starting school.​[90]​ Assuring understanding among this group of individuals is complicated. It is not just a matter or providing materials in a patient’s native language as LEP patients have varying levels of health literacy in their own language as well. ​[91]​

5.2	HARM ASSOCIATED WITH LIMITED HEATLH LITERACY
In addition to a well-documented body of evidence showing that the legal doctrine of informed consent’s presumption of patient understanding is unmerited, therefore seriously questioning the ability of the doctrine to facilitate patient autonomous choice, there is also an increasingly developed body of evidence that shows that presuming patient understanding can result in harm to those with limited health literacy. In failing to require substantial understanding of required disclosures, the current legal doctrine of informed consent requires patients who are not prepared to determine what treatment is best for them to choose anyway. It is not surprising then that researchers have found that the health literacy of a patient can have a significant impact on the choices that patients make, which can then lead to an ever-increasing range of undesirable health outcomes associated with limited health literacy.  
For instance, in a 2004 report commissioned by the Agency for Healthcare Research and Quality, a group of researchers analyzed the then current body of scholarly work that evaluated the relationship between health literacy levels and health outcomes.​[92]​ That report showed that among the 44 studies reviewed, limited health literacy was “strongly associated with poorer knowledge or comprehension of health care services and health outcomes.”​[93]​  Additionally, the report found that patients with limited health literacy were more likely than patients with adequate health literacy to have a higher probability of hospitalization, higher prevalence and severity of some chronic disease, poorer global measures of health, and lower utilization of screening and preventive services.​[94]​ However, one limit of these studies identified in the report was that the relationship between literacy and health outcomes sometimes weakened or become statistically insignificant when the analysis was adjusted for other factors such as age, education, socioeconomic status, health care access, or experience in the health care setting. ​[95]​
 In a similar review of research into health outcomes associated with limited health literacy, the Institute of Medicine’s 2004 report on health literacy found that a patient’s literacy level was associated with a broad range of important health outcomes and indicators.​[96]​ For instance, the studies cited in the IOM report found evidence of statistically significant associations between limited health literacy and an increased likelihood of self-reporting poor health; an increased likelihood to have been hospitalized in the past year; an increased likelihood to receive an initial cancer diagnoses in a later stage; an increased likelihood, among women, of having incorrect knowledge about pregnancy risk factors; a three times higher rate of hospitals visitation within the previous 12 months; an increased likelihood of having multiple co-morbidities;  a decreased likelihood of reporting an undetectable HIV viral load; an increased likelihood of poor glycemic control among diabetic patients; and a decreased likelihood of utilizing preventive health services such a influenza vaccinations, mammograms, or pap smears. ​[97]​
	In a follow-up to the Agency for Healthcare Research and Quality’s 2004 review, a similar report was published in 2011, which again analyzed the current body of work in this area.​[98]​  Among the 81 studies found to be of good or fair-quality, the relationship between health literacy and health outcomes was found to be “variable.” ​[99]​  The relationship identified by the report to be the strongest was the risk of mortality among seniors with lower health literacy.​[100]​ Additionally, the report found “moderate” evidence to support a relationship between limited health literacy and increased difficult in taking medication appropriately, understanding labels and health messaging, and poorer overall health status among seniors.​[101]​


6.0 	PATIENT AUTONOMY AS A PUBLIC HEALTH INITIATIVE
The legal doctrine of informed consent represents an attempt to improve patient’s autonomy.   However, as shown, current research shows that informed consent as it exists today serves to protect the autonomy of a small portion of society while seriously disadvantaging a larger, historically disadvantaged group.  To remedy this situation, this paper proposes that patient self-determination should be viewed as an individual behavior that is best promoted by a public health intervention that recognizes the complicated web of influences that affect a patient’s ability to understand medical information and make truly autonomous medical decision. As such, the application of the legal doctrine of informed consent is best considered, not in isolation within a legal framework, but by considering the best role for informed consent within this larger framework. 
In order to promote and facilitate a desired behavior, public health professionals have found that it is important to first identify what influences that behavior, i.e. what hinders a patient’s ability to exercise autonomous decision-making. This method of approaching patient autonomous choice recognizes that there are many influences and actors that must be identified and engaged in order to promote patient autonomous decision-making, not just the legal justice system. The advantage of shaping the legal doctrine of informed consent in this way is that by standing back and looking at the big picture of what influences and hinders patient autonomous choice, policy changes can be made to reduce these negative influences and facilitate the desired behavior using current evidence and research., the legal doctrine of informed consent  Taking account of these influences, the informed consent may be revised in a matter to best promote patient autonomous decision-making. Such a goal is the basis for the legal doctrine of informed consent and courts must be willing to modify the doctrine in light of growing evidence that the doctrine fails to serve its ultimate purpose despite evidence that courts can utilize to tailor a new doctrine that truly promotes autonomous decision-making. 
6.1	uTILIZING PUBLIC HEALTH TOOLS: THE ECOLOGICAL MODEL 
The first task in successfully developing a plan to improve patient self-determination and autonomous choice is to identify methods that will help to achieve such a broad and daunting goal. One way to approach such a goal that is widely used by public health professionals and researcher is to utilize a theory such as an ecological framework, which has been used to frame public health interventions and to develop public policy.  The ecological model has two key concepts. First, that behavior affects and is affected by multiple levels of influence. Second, that individual behavior shapes, and is shaped by, the social environment. The ecological model is a useful theory here because it helps to assess what entities, or stakeholders, are required to be engaged in order to achieve the ultimate goal of patient autonomous choice making; these are the “levels of influence” in the theory.  Second, the framework is useful for this particular task because it also helps to identify how downstream factors, here, a patient’s ability to make autonomous choices,  are shaped by upstream factors such as environmental factors, structural factors (laws and policies), and superstructural factors (social justice issues such as race and class).  The ecological model is used to improve an intervention’s chance of facilitating a desired individual behavior by identifying practices and policies at these three levels that hinder the targeted individual behavior, here the exercise of autonomous choice, so as to develop an effective intervention that takes these influences into consideration. 
6.1.1	SUPERSTRUCTURAL INFLUENCES
The first level of influence of the ecological model is the superstructural level, which is formally defined as “macrosocial and political arrangements, resources and power differences that result in unequal advantages.” ​[102]​   These are systems that, on a broad level, affect individuals in an indirect manner. These influences include social justice issues as well as how class, race, ethnicity, gender, age and equity affect the individual desired behavior. Social justice issues that influence a patient’s ability to make autonomous choices include racism and bias that influence patient-provider interactions, and socioeconomic disparities  While social justice issues are incredibly complex and it is difficult to pinpoint policies and practices that directly influence particular outcomes such as health literacy and autonomous choice, many studies have been able to find correlations that offer plausible causal pathways through which disparities may prevent autonomous choice making due to limited health literacy.
The most documented and studied causal pathway, or perhaps causal web, leading to a lack of autonomous decision-making due to low health literacy is likely the relationship between socioeconomic disparity, poor health outcomes, and education. While the association between low socioeconomic status and poor health is not novel, current research has shown that this correlation is more nuanced than simply showing that the rich are healthier than the poor.​[103]​ Further research into this correlation has shown that health outcomes follow a “socioeconomic gradient,” which means that not only are the rich healthier than the poor, but the richest are healthier than the rich, who are healthier than the middle-class, and so on.​[104]​ This relationship continues to persist even where the data is controlled for other influences such as access to care.​[105]​ In addition to research that shows a correlation between wealth and health, research shows that education also plays a role in the health disparities caused by the presence of lack of wealth.​[106]​ For instance, studies have shown that health disparities between the poor and wealthy are greater in areas with lower education opportunities as compared to health disparities between the poor and wealthy in areas with higher education opportunities.​[107]​  Additional studies also show a correlation between low socioeconomic status and adult illiteracy, which often tracks with health illiteracy.​[108]​ When these findings are considered together, this research has resulted in speculation that lower socioeconomic status is correlated with low educational opportunities, which leads to low adult literacy and low health literacy, which then negatively affects a patient’s ability to make autonomous choices about his or her health. 
Another superstructural influence on patient autonomous choice includes conscience and unconscious bias that can affect patient-provider communication and the relationship between the two parties. Many studies have suggested that a provider’s perception of racial and ethnic minorities may have an impact on the quality of the healthcare that the patient receives. ​[109]​ These disparities are thought to result from the influence of the physician’s beliefs about how the “age, socioeconomic status, race, or ethnicity of a patient affects the likelihood of their medical condition.” ​[110]​ In combination with the physician’s own cultural experience, social conditioning, and acceptance of stereotypes, these beliefs can influence the healthcare received by a minority patient.​[111]​ The existence of bias and racism within the health system is difficult to quantify, but efforts to do so have relied on several methods to garner a picture of its prevalence. One of these methods is the use of surveys conducted among minority populations that ask questions regarding personal experience of discrimination within the health care system. The picture of experienced racism or bias that is drawn from this surveys varies widely, but, typically, experiences of discrimination in the healthcare systems as reported in these surveys hovers around 10% to 30%.​[112]​ 
Another method for evaluating the prevalence of racism within the healthcare system is to observe the interaction of patients and providers who are both race-concordant and racially disconcordant. The rationale for studying and comparing these interactions is the assumption that concordance may result in less biased interpretations and uncertainty of a patient’s viewpoint and symptoms, with may facilitate communication and improve decision-making thereby increasing health outcomes.​[113]​ Despite continuous interest in this area, however, there is still limited data on which any correlation can be based, and the data is therefore, in most cases, merely observational.​[114]​  In a 2003 study conducted by the Commonwealth Fund, researchers found that when comparing patient-physician communication in race-concordant relationships with that in race-discordant relationships, race-discordant visits were shorter, patients cited lower satisfaction with the encounter, and rated physicians as less participatory.​[115]​ Additionally, the research showed that physicians harbor stereotypes based on patient characteristics such as race, which in turn may influence their interpretation of the patient’s behaviors and symptoms, and ultimately, the doctor’s recommended treatment.​[116]​ The effect of these stereotypes can be particularly exaggerated by the healthcare environment which requires cognitively demanding tasks to be completed in the short amount of time that physicians have to spend with their patients.​[117]​  Studies have shown that this environment can put physicians at a higher risk of “using stereotypes as cognitive short-cuts” in assessing needed information and making medical decisions for minority patients. ​[118]​
6.1.2	Structural Influences
The structural level of the ecological model focuses on laws, policies, and standard operating procedures of federal, state, and local governments, as well as government agencies. The first influence on autonomous choice at this level is the current doctrine of informed consent.  As previously discussed, the current presumption of understanding on which the legal doctrine of informed consent fails to facilitate autonomous choice given that this assumption has been shown to be unmerited by health literacy research. However, in addition to the general failure of the legal doctrine of informed consent to facilitate its desired outcome—autonomous decision-making—other scholars have chosen to highlight how the presumption of understanding affects equity and justice by drawing attention to how the current standard of informed consent favors a small portion of the society—those few Americans with adequate health literacy—over the substantial number of Americans with low health literacy. 
As already shown, limited health literacy is higher among at-risk and vulnerable populations such as minorities and the elderly, populations that are already generally saddled with poor health outcomes, lower levels of education, and low socioeconomic status.   In contrast, those with adequate levels of health literacy tend to be Americans with higher levels of educational opportunities, higher socioeconomic status, and better health outcomes. A presumption that most patients will understand the information provided by their physicians therefore only perpetuates existing health disparities as it creates a health care system that continues to work best for those with high health literacy and the best health outcomes, while disadvantaging those with low health literacy and poor health outcomes. Furthermore, as initial evidence indicates, limited health literacy is associated with many negative health behaviors that result in poor health outcomes for those with limited health literacy. Where a legal standard is harmful to a vast majority of the population, the question of whether to revise the legal doctrine of informed consent moves past an argument for promoting the right to self-determination, and questions the very morality of a legal presumption that has such disparate and harmful results. Further exacerbating the inequity of the presumption itself is the complexity of the healthcare environment as will be discussed below at the environmental level.
Other laws and policies that influence autonomous medical decisions at the structural level include laws that require treating physicians, rather than other qualified health care professionals, to fulfill the duty to disclose. There is a growing body of research that shows that physicians are often ill-equipped to communicate with patients, even those with higher health literacy. Much of this inability may be caused by the low percentage of physicians who have received formal training in indentifying and communicating with patients with limited health literacy. However, even among health professionals who have been trained in methods to communicate effectively and efficiently with limited health literacy patients, the success rates of these interventions vary widely indicating that further study is needed in developing training interventions. 
For instance, in a longitudinal study comparing medical students trained in communicating with limited literacy patients, researchers discovered that use of these technique rose from 21% before training to 31% after training.​[119]​ While this rise represents a 47% increase, it is still a disappointing figure. Other interventions have shown some successful. For example, in a randomized, controlled trial testing a complex clinician education intervention to improve colorectal cancer screening, researchers found the number of limited health literacy patients completing colorectal cancer screenings in the intervention group as compared to the control group was significantly higher (30% to 56%).​[120]​ In the face of such research, the obvious question is whether others who are specifically trained in health communication and identifying patients with varying levels of health literacy may be better suited to disclosing information necessary to obtain the patient’s informed consent in a manner that best facilities patient understanding and autonomous choice. 
Yet another example of a governmental policy or practice that influences a patient’s ability to make autonomous medical decisions is the current reimbursement structure of Medicare and Medicaid health insurance programs as determined by legislators and the Department of Health and Human Services. Currently, Medicare and Medicaid do not reimburse physicians, or other health professionals, for time spent with patients assessing his or her health literacy, or communicating with the patient in a way that facilitates their understanding, autonomous decision-making. Additionally, these insurance programs also neither require or incentivize health literacy identification and communication training, nor reward the use of tools created to improve patient understanding and communication.
6.1.3	Environmental Influences 
The environmental level of the ecological model focuses on the physical environment as well as the social environment of organizations such as hospitals, insurance plans, and medical schools. Influences on patient autonomous choice at this level include a health care system that increasingly places greater pressure on patients to self-manage their health by requiring patients to “assume new roles in seeking information, understanding rights and responsibilities, and making health decisions for themselves and others.” ​[121]​  As the health care system moved away from paternalistic medicine towards a model that required it to respect a patient’s right to self-determination, the new model implicitly required patients to take on more responsibility for their own health care.​[122]​  This burden has become heavier and heavier as medicine becomes increasingly complex, fragmented, and expensive, and primary care providers, the one hope that most patients have in navigating the system, become increasingly difficult to find.  The current health care system requires patients to find the right doctors from which they must seek out the right information by asking the right questions, to compile all the information which they have received from multiple health professionals, and to figure out how to afford the care that they need.  As one can see, within this environment, a patient’s ability to make autonomous choice is hindered by the sheer complexity of environment in which the choices must be made. Further increasing this burden, as previously discussed, is the legal doctrine of informed consent’s presumption of understanding, which assumes instead of facilitates capacity to successfully navigate and utilize the healthcare system. The policies and practices of medical schools can also result in an environmental influence on patients’ autonomous choice. For instance, a lack of curriculum that focuses on health literacy and improving the communication skills of physicians, as well as a general lack of continuing education requirements focused on health literacy and health communication, results in health professionals that do not possess the skills necessary to adequately communicate with patients, even those with adequate health literacy. Currently, there are no published guidelines for the recommended content or structure of health literacy curricula for health professionals. ​[123]​ In an e-mail survey of medical school deans, 47% of contacted schools responded and of that 47%, 72% reported that health literacy was a part of their required curriculum.​[124]​ However, the median hours of instruction that students received over their four year as medical students was three hours, which mostly occurred at the beginning of their training in years one and two. ​[125]​ By far, the most common aspect of this training was reported to be emphasis on using plain language in communications with patients (95%) followed by teaching about health outcomes associated with health literacy (84%), prevalence of health literacy (70%), and instruction on evidence-based communication techniques (70.5%). ​[126]​ Given the inadequate amount of training that students receive, it is no surprise that researchers found that only 35% of physicians reported that they could “usually tell which of my patients have low literacy skills” and only 18% of physicians reported that they “would be concerned about an adult with low literacy making health care decisions for him or herself.”​[127]​ 
7.0 	structural Modification TO ENHANCE PATIENT AUTONOMY	
The interventions that will be suggested in this paper will focus on the structural level for several reasons. First, this is the level in which legal influences, in particular the influence of the doctrine of informed consent, are located. Second, because levels of influence create a web of influence on individual behavior, many structural changes would likely result in changes to environmental influences. Furthermore, because superstructural influences are often the result of structural and environmental influences, changing the influences of these superstructural factors in large part requires interventions on the structural and environmental levels. By focusing on the structural level, important changes may result to both the environmental and structural influences, thereby also having some effect of superstructural influences. 
7.1	JUDICIAL CHANGES
The first structural-level influence that should be modified in order to facilitate patient autonomous choice is the current legal doctrine of informed consent. Considering the weight of evidence regarding health literacy, health outcomes, and health communication, the doctrine’s presumption of understanding is unmerited and results in injustice, harm, and the prevention of patient autonomous choice. All things considered, then, it is vital that the doctrine be revised in two ways. First, the judicial system must recognize the unjust and harmful influence that the presumption of understanding has by adopting a presumption of limited health literacy. In doing so, the doctrine would be in line with current research into health literacy as it would assume the norm as opposed to the exception, and would make certain that the health care system serves the interest of all patients, not just those with high health literacy. This modification would also alleviate some of the inequity of the disparate burden caused by the presumption of understanding by focusing on facilitating the capacity of the least well-off. Many ethical and political philosophers have promoted such an approach to societal systems with the goal of maximizing distributive justice, which is concerned with the equitable allocation of goods within a society.​[128]​ Where the presumption of understanding is modified to be a presumption of limited health literacy, limited health literacy patients would garner systematic support to build their capacity to understand information necessary to their medical decision-making and obtain services necessary to facilitate those decisions. Therefore, under a modified presumption, health care resources are much more likely to be utilized by all patients who truly need them, rather than by those with high health literacy who have the knowledge and wherewithal to access them. 
However, this presumption of limited health literacy should be rebuttable by evidence-based health literacy testing as forcing physicians to treat all patients as if they are limited health literacy patients would be overly taxing on the resources of the health care system, and would be unbeneficial to those patients who have higher levels of health literacy. This rebuttable presumption should not be understood as establishing that only patients with limited health literacy will benefit from improved communication; all patients have been found to benefit from improved patient-provider communication.​[129]​ By permitting the presumption of limited health literacy to be rebutted by evidence-based testing, health care professionals and entities would be highly motivated to initiate literacy testing among their patients so as to avoid legal liability and spending unnecessary resources or time with patients who have sufficient health literacy. 
This testing should be simple, fast, effective, and embraced by patients—where health literacy screenings have been conducted, studies show that 94% of those screened felt like the exercise was useful.​[130]​  Two of the most widely used measures of health literacy are the rapid estimate of adult literacy in medicine (REALM)​[131]​ and the test of functional health literacy in adults (TOFHLA).​[132]​ These tests are mainly used in research, but they are suitable and practically capable of being used in the clinical setting. Both of these tests can easily be given to a patient along with regular office paperwork, and are a quick and easy way to reliably determine a patient’s health literacy level.  However, each test has its own strengths and weakness and physicians must understand and keeps these in mind when determining the suitability of the tests for an individual patient.
The second modification of the current legal doctrine of informed consent should be to expand the duty to disclose to include both reasonable disclosure and reasonable efforts to assure a patient’s substantial understanding. While patient understanding seems to be dismissed by the Canterbury court as something outside the control of the physician, this is untrue as there are several evidence-based methods to assure patient understanding. One highly successful method is called the Teach-Back or the Show Me method, which is endorsed by the American Medical Association.​[133]​ The Teach Back method is used to ensure that patients understand the information shared with them by health professionals, and to encourage physicians not to rely on asking patients if they understand the information shared with them as an indicator of comprehension, as patients, especially those with limited health literacy, rarely truthfully answer.​[134]​ The Teach Back method teaches physicians to ask their patients open ended questions, and to “explain or demonstrate how he or she will undertake a recommended treatment or intervention” after disclosing necessary information. ​[135]​ Where patients are unable to properly explain or demonstrate instructions, physicians must provide the patient with further support in understanding information.​[136]​  Utilization of the Teach Back method has been shown to improve patients’ understanding and their health outcomes. ​[137]​
Other methods that are widely endorsed by medical associations and those interested in improving patient health literacy include encouraging physicians to slow down so that they speak slowly and spend a small amount of additional time with their patients, to use plain language in their communications that is free from medical-jargon, to utilize visuals to improve a patient’s understanding, and to create a shame-free environment in which patients are encouraged to ask questions and are assured that it is common for patients to need additional aid in understanding medical information.​[138]​  By spending as little as three additional minutes with patients, averaging 18 minutes as opposed to 15 minutes, data shows that communication is improved and physicians are more likely to avoid malpractice liability. ​[139]​ Using plain-language is also an important way to improve patient understanding,​[140]​ especially when used in conjunction with visuals, which have been shown to enhance patients’ understanding of what they need to know and do.​[141]​ However, many physicians may not be able to simplify language enough, and in these cases, consent forms that have been written specifically for those with limited health literacy may be useful when relied on by physicians as a guide for how to communicate, and not as a substitute for a conversation.  
Another evidence-based clinical intervention is the Ask-Me-Three program.​[142]​ This program focuses on encouraging patients to pose three questions to their physicians: what is my main problem, what do I need to do, why is it important for me to do this?​[143]​  This program has been found to engage patients in a conversation about their treatment. ​[144]​ The basis for encouraging patients to engage with their physicians in conversation is to try to improve patients’ comfort levels when interacting with physicians, and to reduce the shame that many patients feel in admitting to their physician that they do not understand what the physician has said.​[145]​ Additionally, the Ask Me Three program attempts to create an environment in which patients are assured that difficulty understanding medical information is the norm, and that they should not feel embarrassment if any information is not clear to them.​[146]​  
In addition to promoting patient autonomous choice by assuring substantial understanding, requiring reasonable assurance of patient understanding may encourage medical schools to include   health literacy and health communication training in their curriculum. Given that medical students who are uneducated in identifying and communicating with limited health literacy patient would be at risk of malpractice liability, such training may become more common and represent a larger percentage of the medical school curriculum.  Additionally, a change in the requirement of informed consent to require assurance of substantial understanding would likely result in a rise in continuing education classes dedicated to the issue given the chance for medical malpractice, which is obviously a motivator for physicians to learn and utilize new skills. Such classes would assure that current doctors would receive training that they did not get while in medical school, or which might be outdated. At the very least, such a change in the legal doctrine of informed consent may cause medical entities to require that their health professionals be trained in indentifying and communicating with patients of all literacy levels. 
7.1.1	LEGISLATIVE CHANGES
Outside the judicial system, many legislative changes, both federal and state, would facilitate patient autonomous choice. First, on the federal level, changes to the Medicare and Medicaid reimbursement policies to permit payment for counseling would help to facilitate the time necessary to encourage substantial patient understanding. Currently, medical professionals are typically reimbursed for certain enumerated services that the professionals provide for the patient. Unfortunately, health professionals cannot bill for the time that they spend counseling patients. As a result of this reality, physicians, who are already pressed for time, have little incentive to obtain their patient’s informed consent other than legal compliance. In order to combat this reality and to provide patients with the amount of counseling that they need in order to make truly autonomous medical decision, counseling should be a billable service for health professions. 
Such a change in the payment structure of Medicare and Medicaid may be enticing to the Department of Health and Human Services, which, under the Patient Protection and Affordable Care Act, has been tasked with finding new and better ways to provide and pay for health care for beneficiaries in an effort to reduce health care costs.​[147]​ As such, the Department may be open to restructuring the payment system given that initial research into the cost of health literacy shows both that patients with limited health literacy typically consume more health care resources despite having generally worse health care outcomes and that utilization of effective health communication tools has been shown to reduce limited health literacy.  For instance, in a 2008 literature review focused on the costs of limited health literacy, researchers located six studies that provided estimations of costs to health care expenditures due to limited health literacy.​[148]​  For the most part, the studies used datasets from Medicaid and Medicare populations as individual patient datasets that include both health literacy and cost data on an individual basis are uncommon.​[149]​ The studies found a range of 3-10% of health care costs were due to limited health literacy of the population, with the median cost calculated by the studies falling``` between 3-5% costs.​[150]​  Studies that estimated per patient costs for limited health literacy gave amounts ranging from $143 to $7,798 per person per year.​[151]​  
Other studies have found several characteristics associated with limited health literacy patients that could explain a link between limited health literacy and increased health care expenditures. First, researchers have found that Medicare patients with inadequate and marginal health literacy utilize more inpatient and emergency room services than those with adequate health literacy.​[152]​ Compounding the use of expensive inpatient services, the same study also found that limited health literacy patients also tend to have longer hospital stays. ​[153]​ Additionally, patients with inadequate health literacy were no more likely than respondents with adequate health literacy to use outpatient care or fill prescription drugs, though they had significantly more chronic conditions.​[154]​ These characteristics may translate into significantly higher inpatient care costs for patients with inadequate health literacy. ​[155]​ Other studies have drawn similar conclusions by positing that some measure of the increased costs from patients with limited health literacy is due to their consumption of fewer preventive services while using more treatment services, which are more costly. ​[156]​ Given the possibility of cost savings, allowing reimbursement for counseling services could be a cost-savings initiative, as well as a means to facilitate autonomous choice. Furthermore, additionally improving patient autonomous choice, if Medicare and Medicaid make these changes to their reimbursement system, non-government insurers may follow their lead if the policy results in health care savings.
On the state level, one influence that can be changed to support autonomous choice includes passing legislation to override the generally accepted view that informed consent is the duty of physicians, as opposed to hospitals or other health professionals. Evidence increasingly shows that placing the burden of informed consent on physicians is ineffective given their lack of training in health communications, results in reliance on stock informed consent given the time pressures under which physicians practice, and further encourages poor health outcomes for limited literacy patients. Considering this evidence, placing the responsibility of informed consent solely on physicians may hamper the very goal of informed consent.  One solution to this issue may be for state legislatures to pass legislation that explicitly allows for the informed consent process to be conducted by physicians or other qualified health professionals, such as nurses or physician assistants who are specifically trained in health communication methods. These other qualified health professionals are typically called patient navigators or patient educators. 
Patient navigators are often used for patients with chronic conditions that require particularly burdensome treatment and care like cancer and diabetes. The role of patient navigators is to help patients to identify and overcome barriers to care, such as limited health literacy, and to “connect individuals to screening, following patients post-screening, and assisting patients through the course of treatment” by educating, coordinating care, and providing social or emotional support to patients.​[157]​ While there is still limited research on patient navigation because it is a new concept, initial research seems to indicate that navigation programs are successful on many levels.  First, patient navigation programs have been shown to aid racial and ethnic minorities in accessing preventative and diagnostic treatment and education and outreach services. ​[158]​ Such successes may be able to reduce the disparate burden on limited health literacy patients resulting from the complexity of the healthcare system. Additionally, studies have shown that navigators increase satisfaction among minority and ethnic populations, especially where navigators are representative community members, which increases the likelihood of trust between patients and navigators, as well as the health care system that the navigator represents.​[159]​  The creation of trust that results from patient navigator programs may serve to reduce feelings of discrimination and unease among these populations. Additionally, given disparities within the physician population that result in underrepresentation of minority physicians, as well as the research previously mention regarding race concordant patient-provider relationships, concordant patient navigator may be a way to gain the positive outcomes associated with such relationships. Lastly, while the novelty of navigator programs provides few studies regarding health outcomes associated with participant, and this area needs additional research, at least one study did find that patients participating in navigator programs were more likely to report feeling that they had someone to answer their questions during treatment.​[160]​  

8.0 	Conclusion
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